Wudopmannonnoe NMCbLMO 0 NOPs/IKe N0/1y4eHnsi He3aPernCTPUPOBaHHOr0 Ha TePPUTOPHH
Poccuiickon ®ejreparii nCMXoTPONHOIO npenapara

1. IlonyyeHue He3aperMcTPpUpPOBAHHOrO MPeNapara, Ha3HAYEHHOIO peLeHHEeM (heaepanbHOro
KoHcuamyma (Ipunoxenue Ne 1),

Popyure/n (3akoHHBIe TPE/ICTAaBUTE/H) TAllKeHTa, KOTOPOMY Ha3HaueH He3aperMcTpUpOBaHHBbIMN
fperapar pelieHdeM heepaibHOr0 KOHCHIMYMa, AO/DKHBI 0OpaTuThCst B MOJIMK/IMHUKY TI0 MecTy
KHTE/IbCTBA € Le/bI0 (hOPMHPOBAHHMA I1aKeTa JOKYMEHTOB JUIsi TPOBEJIeHUs KOHCUIMyMa Bpaueit
CIelHaNIH3UPOBAHHOW ME/JIMLIMHCKOW OpraHM3aliid, [03BOJISIIOIIEr0 Ha3HauUMTh He3aperMCTPUPOBaHHbBIH
1pernapar H o(opMHTb JOKyMEHTbI Ha €ro BBO3 Ha TeppuTopHio Poccuiickoit desepariuu.

l1akeT JOKYMEHTOB /151 [IPOBe/IeHUs KOHCHTHYMa Bpauei 10/KeH B cebst BKJIIouarh:

® [10/pOOHYIO BBIMHUCKY W3 UCTOPUM 3a00/1eBaHHA,

* KONHMIO MpOTOKO/a (eepabHOrO KOHCHIMYMa C OIMMCAHWEM CXeMbl IPUMEHEHHsl Iperapara,
pacyeToM ero ro/|J0Boi noTpedHOCTH,

* coriacue Ha 00paboTKy repcoHa/ibHbIX JJAHHBIX.

Koncumiym  Bpaued Aas jleTed, NPOXKMBAIOIMX Ha TeppuTopuu ropoja EkarepuHbypra,
1poBoAuTcs Ha Gase MAY «/II'KB Ne 9» (koopausarop Cyiumos A.B. 8 (343) 213 - 22 - 18), st jeTei,
npoxuBarolux 8 Ceep//10BcKoH 061acty - Ha 6ase [AY3 CO «OIIKb».

Koncuimym  Bpaueli, Ha OCHOBaHHMM TPEJOCTaBICHHBIX JOKYMEHTOB M3 MeAHI[HHCKOM
OpraHu3aliH, OYHO HJ/IM IOCPEACTBOM TEIEeMEAMLMHCKOW KOHCY/IbTAllMH, MPUHUMAET pPEUIeHHe O
Ha3HAYeHWH He3aperMCTPUPOBAHHOIO [Iperapara C ONWCAaHHeM CXeMbl JieueHHs, (OpPMbI BbINYCKa,
/O3UPOBKH H PacueToM ro/l0Boi norpeGHOCTH B nperapare.

3asBKy Ha BBO3 He3aperdCTpHMpOBaHHOTrO mpenapara odopmisier TAY3 CO «QJIKB» cornacto
1puKasy MHUHKCTepPCTBa 3/ipaBooxpaHeHus: Poccuiickoit ®ejepain No 581 ot 02.08.2012.

T'OTOBBIA MakeT JOKYMEHTOB Hampas/seTcs B MHHHCTEPCTBO 3/paBooXpaHeHus CBep/IOBCKOI
obnacru, a 3areM B MUHHCTEPCTBO 3/ipaBooXpaHeHus Pd.

[ocne nocrymnenus napruu npenapara FAY3 CO «OJIKB» npuriamiaer poauTeseil (3aKOHHbIX
NPe/CTaBUTe/IeH) Ha [pPUEM /YIS TONYYeHHsl [Iperiapata B  KOHCY/IETaTMBHO-/IMarHOCTHYeCKYIO
MONUKIMHKKY (nanee — KIII) I'AY3 CO «OJIKB», k 3aseayiouieit K/IIT TToponsk E.B. (paBounii
TeneoH — 8 (343) 231-91-41). C coboii HeOOXOMMO UMETH MACTIOPT, WU HOTapHa/bHYI0 J0BePeHHOCTh,
KOIMHIO 3aK/IIoveHust (eepasbHOTO KOHCHIMyMa. [Insi mosydeHws rpernapara poauTend (3aKOHHBIE
Npe/ICTaBUTE/ M) JOJKHBL 00pPaTuTbCst B KOHCY/ILTaTHBHO-/MarHOCTHYECKYIO [O/IMK/IMHUKY (fajiee —
KAIT) TAY3 CO «O/Kb», k 3aseaytouieit K/IT IMogonsik E.B. (paGounit Tenedon — 8 (343) 231-91-41).
C coboi HeobXoAMMO MMeTb IaCHOPT, W/IM HOTAPUAILHYIO JIOBEPEHHOCTh, KOIMHIO 3aK/TIOUEHHS!
(enepanbHoro KoHcunuyma. Ilpemapar Gyzer BbijaH B 06beMe, HEOOXOAWMOM HA JIEYEHHE B TEUCHHE
TpeX MecsleB, Nocie uyero HyxHO Oyaer BHOBb obparuthes B [AY3 CO «OJIKB» st rojyueHus
ouepeJHOH NapTHW npernapara. IIpy rnonydyeHWH Tperapara poguTenn (3aKOHHbIE IIPeJCTaBUTE/IN)
A0JDKHBI TIOAMKCATL PACITUCKY O ero MoJydyeHWH B BYX 3K3eMIUipax ([IpU/IoyKeHue).

Kontposib 3((heKTHBHOCTH W 11ePeHOCHMOCTH He3aperiCTPHUPOBAHHOIO [Iperapara MpOBOANTCS
Jleyalium BpauoM.

[Ipx HEOOXOAMMOCTH, O IPeJIIONOKUTE/IBHBIX CPOKAX MOCTABOK JIeKAPCTBEHHbIX IIPeraparoB
M0 BbIIAHHBIM pa3spellleHHssM Ha TeppuTopuid PoCCHMM  MOXKHO y3HaBaTb B MMHHCTEPCTBE
34pasooxpaHeHust CBepAIOBCKOM obractu 8 (343) 312-00-03 (106. 928), Hniukuna Hmusa BopucosHa.



2. lonyyenne He3aperdCTPUPOBAHHOTO NpeNapara, HAa3HAYEHHOrO JledalluM BpauyoM  Oe3
3aK/I04eHus (eaepasibHOro Koncuauyma (Ipuioxenne Ne 1),

Bpau-HeBposior MeAMIMHCKOH oprann3atiu 1oGoro ypoBHS U QOPMBI COBCTBEHHOCTH MOMKeT
HA3HAYMTE [Ipeapat, He3aperucTPHpoBaHHbIH Ha TeppuTopu Poccuiickoit depepaium, npu HaTMuHy
y manyeHTa MeJHLHHCKHMX I10Ka3aHHH B PAMKax MHCTPYKIMH [0 ero rnpuMeHeHuro. st 9Toro Bpau-
HEBPOJIOI TOAPOOHO OMMCLIBACT I10Ka3aHMA M 0OOCHOBaHWE HA3HAUYCHUS HE3apPeruCcTPUpPOBAHHOTO
[ICHXOTPOIHOrO Tperiapara, CXemy JieueHHs, GOpMy BbIIyCKa, /J03MPOBKY M TOJ0BYIO MOTPeBGHOCTH
B I1perapare.

Popyrenn (3akoHHbBIE TpeiCTaBUTeNH) MallMeHTa, KOTOPOMY Ha3HaueH He3aperMcTpUpOBaHHbIN
nperapar o6palaloTCs B MEAMLIMHCKYIO OPTaHU3alMI0 10 MECTY JKHTE/IbCTBA C Lie/1bi0 (hOpPMUPOBaHMsI
MaKeTa JOKYMEHTOB /1 IPOBEJeHUsi KOHCH/IMYyMa Bpaueil CIIeIiHa/Ii3UpPOBaHHON MeaHULIMHCKOM
OpraHu3alii 0 HeoBXOMMOCTH Ha3HAUEHHS! He3aPeruCTPUPOBAHHOIO JIEKapCTBEHHOT O IIperiapara.

[lakeT 0OKYMEHTOB /15t IIPOBe/IeHHs KOHCH/IMYMa Bpauel J0/DKeH B ce6s BKIIOYATh

® [0APOOHYIO BBITHCKY M3 HWCTOPHH 3aB0/eBaHHs C (hapmarkoanamuesom, 00OCHOBaHHEM
Ha3HaYeHUs He3aperCTPUMPOBAHHOIO Iperiapara, CXemy JieueHHs, GOPMY BBIYCKa, J03MPOBKY
1 TO/IOBY10 NIOTPeOHOCTL B npernapare,

® cornacke Ha 00paboTKY MepcoHaIbHbBIX JaHHbIX.

B ciiydyae HaJIMUMst V TalHeHTa [IOKA3aHUH K Ha3HAueHUIO HE3dperucTpHpoOBaHHOTO rnperiapara
B PaMKax MHCTPYKL{MH 110 €ro NpUMEHEHHIO KOHCH/IMYM Bpaded Hanpae/seT JoKkymeHTel B [AY3 CO
«OKBb» a/1s1 npoBe/ieHust TeleMeUIIMHCKOM KOHCYJ/IbTAlMK C (ejiepa/ibHBIM LeHTPOM, UMEIOLMM OIlbIT
JIRUEHMS TSDKEJIbIX (DOPM 3MUJIENICUM Y JIeTeid, C L1e/IbIo TOyYeHHs 3aK/TFOUeH s (hesrepansHOroO 11€HTpaA
O HasHa4YeHMH HEe3aperuCTPUPOBAHHOIO [ICHXOTPOIHOIO IIperiapara € OIHCAHMEM CXeMbl JIeUeHHs,
(opMbI  BBINYCKa, [03MPOBKM M TOJIOBOM notpeHOCTH B mpernapare. K yuacTHIO B OYHOI
TeNeMEIMIIMHCKON KOHCY/ILTalK MOXeT GbITh IPUB/IEUEH Jleyalliuil Bpay, ITepBOHAUa/IbHO HA3HAUMBILIAH
He3aperuCTpPUpoOBaHHbIA Tperapar.

Iocsie monyuenus peurenys hegepanbHOr0 KOHCHIMYMa O HA3HAYCHHH He3aperucTpUpoBaHHOIO
npenapara B I'AY3 CO «O/IKB» odopmisercs 3asgBKa Ha BBO3 He3aperuCTpMpoBAHHOIO ITpernapara
CornacHo npukasy Mununcrepcrsa sapaBooxpanenus Poccuiickoii ®eaeparmu Ne 58H ot 02.08.2012.

['0TOBBIM TaKeT JOKYMeHTOB HAIpaB/ifeTcsi B MUHHCTEPCTBO 3ApaBooxpaHeHuss CBep/I0BCKOM
obnacru, a 3areM B MHHHCTEPCTBO 3apaBooxpaHeHus Pd,

[Ans TonydeHust rperiapara pojMTesd (3aKOHHbIE IPEACTABUTENN) JIOJDKHBI obparuTbcs B
KOHCY/IbTATUBHO-/IMaTHOCTHUECKYIO MOJIMKIMHUKY (fanee — K/IIT) FAY3 CO «O/IKb», Kk 3aseayromeii
KAIT Togponsik E.B. (pabounii Tenedon — 8 (343) 231-91-41). C co6oii He0BXOAUMO HMETh MacropT, WM
HOTapHaabHYI0 NOBEPeHHOCTh, KOMHIO 3aK/rouerus deepa/bHOr0 KOHCHIMyma. [penapar 6yaeT BbiiaH
B obbeme, HEOOXOAMMOM Ha JleYeHHe B TeueHHe TPeX MeCSLeB, I10C/e Uero HY)KHO Oy/eT BHOBb
obparutees B TAY3 CO «O/IKB» s TI0/Iy4EeHHs! Ouepe/HOW MapTHU Mperapara. [Ipu ro/yueHun
1periapata pojiuTe/n (3aKOHHbIE [PE/CTABUTE/IH) JIO/DKHBI MOANMCATh PACTIUCKY O TOIYYEHHH B JBYX
IK3EMILIAPAX (MPUIOXKeHHe).

KonTporb s (eKTHBHOCTH 1 1epeHOCMMOCTH He3aperiCTPUPOBAHHOIO [Iperapara [IPOBOJIUTCSI
JIeYaluM BpauoM.,



[Mpunoxkerue No 1

[Topszok odopmienus gokymenTos s [0/1yueHHs He3aperuCTPUPOBAHHOIO Ha TEPPHUTOPHH
Poccuiickoii pepepanuu nenxorponsoro npenapara (uasenam (pacTBOp peKTabHbIi),
Knobasam (tabnerku), Musasonam (pacTBop opomyKo3a/bHelit), PeHobapbura
(3/1MKCHp, pacTBOP /Uit MHLEKIHiT))

MauneHT, Tpebylowmnit HazHaYeHMA
He3aperucTpUpPOBaHHOro NpenapaTa

l

PeweHwre denepansHoro

KOHCUMAMYMa
{ : 1
Aa HeT
| l
MposeaeHne KOHCUNMYMa Bpayel Ha y
6ase MAY FKBNe9, MAY3 CO "O/KB", MposeaeHne KOHCUAUYMa Bpayeit Ha
3aK/Ni0YeHWe O Ha3HaYeHuu Npenapara, | |Dase MAY "ANKBENe9", FAY3 CO "OAKB",
33ABNeHKe Ha BBO3 Npenapara Ha PEWEHNE O Ha3Ha4yeHWu npenapara
Tepputopuio PO |
TMK ¢ depepansbHbim
M3 CO UEeHTpoM
E
L Monyuyerune 3aknoueHue OL
M3 PO O HasHa4yeHuu npenaparta

3anAsneHMe Ha BBO3 Npenapara




